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- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

!)□ Responsive to communication(s) filed on 27 February 2002 . 
2a)D This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) D Claim(s) 1^9 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) 1^9 are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

1 0) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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Art Unit: 1642 

1 . Claims 1-9 are pending in the application and are currently under 
prosecution. 

2. This application contains the following inventions or groups of inventions 
which are not so linked as to form a single inventive concept under PCT Rule 13. 
Further, Claim 1-in-part, drawn to agents which prevent the binding of beta-catenin 
at LEF-1/TCF links inventions 1-5. The restriction requirement among the linked 
inventions is subject to the nonallowance of the linking claim(s), claim 1 . Upon 
the allowance of the linking claim(s), the restriction requirement as to the linked 
inventions shall be withdrawn and any claim(s) depending from or otherwise 
including all the limitations of the allowable linking claim(s) will be entitled to 
examination in the instant application. Applicant(s) are advised that if any such 
claim(s) depending from or including all the limitations of the allowable linking 
claim(s) is/are presented in a continuation or divisional application, the claims of 
the continuation or divisional application may be subject to provisional statutory 
and/or nonstatutory double patenting rejections over the claims of the instant 
application. Where a restriction requirement is withdrawn, the provisions of 35 
U.S.C. 121 are no longer applicable. In re Ziegler, 44 F.2d 1211, 1215, 170 USPQ 
129, 131-32 (CCPA 1971). See also MPEP § 804.01. 

Group 1, claims 1-in-part, 5-in-part, 9-in-part are drawn to agents containing 
substances which prevent the binding of beta-catenin at LEF-1/TCF transcription 
factors, wherein said agents are Class 1 A. It is noted that it does not appear that 
anything in the specification suggests that Class 1 A agents are inhibitory for binding 
of any molecule other than LEF-1/TCF transcription factor to beta-catenin. If it is 
determined, however that the specification as originally filed supports inhibition of 
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APC and or conductin/axin with Class 1 A molecules, additional groups will be 
added. 

Group 2, claims 1-in-part, 6, 9-in-part are drawn to agents containing 
substances which prevent the binding of beta-catenin at LEF-1/TCF transcription 
factors, wherein said agents are Class IB . 

Group 3, claims 1-in-part, 7, 9-in-part are drawn to agents containing 
substances which prevent the binding of beta-catenin at LEF-1/TCF transcription 
factors, wherein said agents are Class 1C . 

Group 4, claims 1-in-part and 9-in-part are drawn to agents containing 
substances which prevent the binding of beta-catenin to APC. 

Group 5, claims 1-in-part and 9-in-part are drawn to agents containing 
substances which prevent the binding of beta-catenin to conductin/axin. 

Group 6, claims 2-in-part, 3-in-part, 4-in-part are drawn to a method of 
detecting substances that prevent binding of beta-catenin with LEF-1/TCF 
transcription factors, comprising identifying essential binding sites on beta-catenin 
involved in inhibition of LEF-1/TCF binding, synthesizing molecules that fit into 
these sites and testing said substances. 

Group 7, claims 2-in-part, 3-in-part, 4-in-part are drawn to a method of 
detecting substances that prevent binding of beta-catenin with APC, comprising 
identifying essential binding sites on beta-catenin involved in inhibition of APC 
binding, synthesizing molecules that fit into these sites and testing said substances. 

Group 8, claims 2-in-part, 3-in-part, 4-in-part are drawn to a method of 
detecting substances that prevent binding of beta-catenin with conductin/axin, 
comprising identifying essential binding sites on beta-catenin involved in inhibition 
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of conductin/axin binding, synthesizing molecules that fit into these sites and testing 
said substances. 

Group 9, claims 2-in-part are drawn to a method of detecting substances that 
prevent binding of beta-catenin with conductin/axin, comprising identifying essential 
binding sites on conductin/axin involved in inhibition of binding, of beta-catenin, 
synthesizing molecules that fit into these sites and testing said substances. 

Group 10, claims 3-in-part are drawn to a method of detecting and selecting 
substances that stabilize/promote the interactions of beta-catenin and LEF/TCF. 

Group 11, claims 3-in-part are drawn to a method of detecting and selecting 
substances that stabilize/promote the interactions of beta-catenin and APC. 

Group 12, claims 3-in-part are drawn to a method of detecting and selecting 
substances that stabilize/promote the interactions of beta-catenin and conductin/axin. 

Group 13, claim 8 is drawn to substances binding in the hydrophobic pocket 
without inhibiting the formation of complexes. 

3 . The inventions are distinct, each from the other because of the following 
reasons: 

A national stage application shall relate to one invention only or to a group 
of inventions so linked as to form a single general inventive concept. Unity of 
invention is fulfilled only when there is a technical relationship among the 
inventions involving one or more of the same or corresponding special technical 
features which define a contribution over the prior art. If there is no special 
technical feature, if multiple products, processes of manufacture or uses are 
claimed, the first invention of the category first mentioned in the claims of the 
application will be considered as the main invention in the claims, see PCT article 
17(3) (a) and 1.476 (c), 37 C.F.R. 1.475(d). 
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The inventions listed as Groups 1-13 do not relate to a single inventive 
concept because they lack the same or corresponding special technical features for 
the following reasons: 

The technical feature linking Groups 1-13 appears to be that they relate to 
agents for treating human disease containing substances which prevent the binding 
of beta-catenin to substances in the LEF-1/TCF family signal transduction 
pathway. However, Ridley et al (Br. J. Clin. Pract., 1990, 4(1)17-21) specifically 
teach cephamandole used as an prophylactic antibiotic in the treatment of post- 
operative infective complications, (see the abstract). Although the reference does 
not specifically teach that cephamandole prevents the binding of beta-catenin to 
LEF-1/TCF family signal transduction pathway members, given that the 
specification specifically teaches that cephamandole successfully inhibits the 
binding of beta-catenin and LEF-1 (p. 12), the claimed agent appears to be the 
same as the prior art agent absent a showing of unobvious differences. The office 
does not have the facilities for examining and comparing applicant's product with 
the product of the prior art in order to establish that the product of the prior art does 
not possess the same material structural and functional characteristics of the 
claimed product. In the absence of evidence to the contrary, the burden is upon the 
applicant to prove that the cephamandole of the instant invention is functionally 
different than that taught by the prior art and to establish patentable differences. 
See In re Best, 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and Ex parte Gray, 10 
USPQ 2d 1922 1923 (PTO Bd. Pat.App. & Int.). Further, since it appears that the 
product claimed is the same as the prior art product, it is noted that regardless of 
the intended use of a product, that product, even when limited to a particular 
process, is unpatentable over the same product taught by the prior art. See In re 
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Kind. 207 F.2d 618, 620, 43 USPQ 400, 402 (CCPA 1939); In re Mere. 97 F.2d 
599, 601, 38 USPQ 143, 144-145 (CCPA 1938); In re Bergy. 563 F.2d 1031, 1035, 
195 USPQ 344, 348 (CCPA 1977) vacated 43S U.S. 902 (1978); and United States 
v. Ciba-Geiev Corp .. 508 F. Supp. 1157, 1171, 211 USPQ 529, 543 (DNJ 1979). 
Group 1 forms a single general inventive concept. 

Groups 2-5 and 13 are drawn to agents which are biologically and chemically 
distinct, made by and used in different methods and are therefore distinct 
inventions. 

Groups 6-12 are materially distinct methods which differ at least in objectives, 
method steps, reagents and/or dosages and/or schedules used, response variables, 
and criteria for success. 

4. Because these inventions are distinct for the reasons given above restriction 
for examination purposes as indicated is proper. 

5. It is noted that claims 4 and 8 as currently constituted are vague and 
indefinite because it is not possible to determine the metes and bounds of the 
patent protection claimed. In particular, it is not possible to determine whether the 
claims are intended to be Markush claims wherein the claimed compounds are 
selected from a group including all of the compounds listed in the claimed lists or 
whether all of the compounds are claimed together or whether one or more of the 
compounds in combination are claimed. Thus, it will be assumed for restriction 
purposes that the claims are drawn to Markush Groups wherein said agents are 
selected from the group listed in the annexed "drug list" and/or "positive" list. 

6. Groups 6-8 and 13 are further subject to election of a disclosed species. 
Groups 6-8 contain claim 4 which is directed to patentably distinct species of the 
claimed invention, wherein said invention is a compound selected from the 
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annexed "drug list" and "positive list". Further Group 13 contains claim 8 which is 
directed to patentably distinct species of the claimed invention wherein said 
invention is a compound selected from the annexed "positive list". Each species of 
compound is distinct from the others, since each compound is a distinct compound 
having a structure that differs from the others. Accordingly, the examination of 
each species of compound would require a unique search that is not required for 
examination of any of the other species, because the search of any one compound 
will not provide adequate information regarding, examination of all of the species 
would place an undue burden on the Examiner. See MPEP § 809. It is noted that 
the species elected must read on the invention elected. 

Upon election of each of the Groups, Applicant is required under 35 U.S.C. 
121 to also specifically elect a single species of compound by identifying the 
compound to be examined, which species of invention will be considered for 
prosecution on the merits and to which the claims shall be restricted if no generic 
claim is finally held to be allowable. 

Applicant is advised that a reply to this requirement must include an 
identification of the species that is elected consonant with this requirement, and a 
listing of all claims readable thereon, including any claims subsequently added. 
An argument that a claim is allowable or that all claims are generic is considered 
nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, Applicant will be entitled to 
consideration of claims to additional species, which are written in dependent form, 
or otherwise, include all the limitations of an allowed generic claim as provided by 
37 CFR 1.141. If claims are added after the election, applicant must indicate 
which are readable upon the elected species. MPEP § 809.02(a). 
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Should Applicant traverse on the ground that the species are not patentably 
distinct, Applicant should submit evidence or identity such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this 
is the case. In either instance, if the Examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a 
rejection under 35 U.S.C. § 103(a) of the other invention. 
7. In addition, Groups 1-5, 8-12 are further subject to election of a disclosed 
species. In particular, the Groups are drawn to a wide variety of agent species 
disclosed in the specification in Tables 1 and 2 wherein said invention is a 
compound selected from the annexed "drug list" and "positive list". Each species 
of compound is distinct from the others, since each compound is a distinct 
compound having a structure that differs from the others. Accordingly, the 
examination of each species of compound would require a unique search that is not 
required for examination of any of the other species, because the search of any one 
compound will not provide adequate information regarding the other compounds, 
examination of all of the species would place an undue burden on the Examiner. 
See MPEP § 809. It is noted that the species elected must read on the invention 
elected. 

Upon election of each of the Groups, Applicant is required under 35 U.S.C. 
121 to also specifically elect a single species of compound by identifying the 
compound to be examined, which species of invention will be considered for 
prosecution on the merits and to which the claims shall be restricted if no generic 
claim is finally held to be allowable. 

Applicant is advised that a reply to this requirement must include an 
identification of the species that is elected consonant with this requirement, and a 
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listing of all claims readable thereon, including any claims subsequently added. 
An argument that a claim is allowable or that all claims are generic is considered 
nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, Applicant will be entitled to 
consideration of claims to additional species, which are written in dependent form, 
or otherwise, include all the limitations of an allowed generic claim as provided by 
37 CFR 1.141. If claims are added after the election, applicant must indicate 
which are readable upon the elected species. MPEP § 809.02(a). 

Should Applicant traverse on the ground that the species are not patentably 
distinct, Applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this 
is the case. In either instance, if the Examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a 
rejection under 35 U.S. C. § 103(a) of the other invention. 

8. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 C.F.R. 

§ 1 .48(b) if one or more of the currently named inventors is no longer an inventor 
of at least one claim remaining in the application. Any amendment of inventorship 
must be accompanied by a diligently-filed petition under 37 C.F.R. § 1.48(b) and 
by the fee required under 37 C.F.R. § 1.17(h). 

9. This application currently names joint inventors. In considering 
patentability of the claims under 35 U.S.C. § 103, the examiner presumes that the 
subject matter of the various claims was commonly owned at the time any 
inventions covered therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 C.F.R. § 1.56 to point out the 
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inventor and invention dates of each claim that was not commonly owned at the 
time a later invention was made in order for the examiner to consider the 
applicability of potential 35 U.S.C. § 102(f) or (g) prior art under 35 U.S.C. § 103. 

10. Applicant is advised that the response to this requirement to be complete 
must include an election of the invention to be examined even though the 
requirement be traversed. 

1 1 . The examiner has required restriction between product and process claims. 
Where applicant elects claims directed to the product, and a product claim is 
subsequently found allowable, withdrawn process claims that depend from or 
otherwise include all the limitations of the allowable product claim will be rejoined 
in accordance with the provisions of MPEP § 821.04. Process claims that depend 
from or otherwise include all the limitations of the patentable product will be 
entered as a matter of right if the amendment is presented prior to final rejection or 
allowance, whichever is earlier. Amendments submitted after final rejection are 
governed by 37 CFR 1.116; amendments submitted after allowance are governed 
by 37 CFR 1.312. 

In the event of rejoinder, the requirement for restriction between the product 
claims and the rejoined process claims will be withdrawn, and the rejoined process 
claims will be fully examined for patentability in accordance with 37 CFR 1 .104. 
Thus, to be allowable, the rejoined claims must meet all criteria for patentability 
including the requirements of 35 U.S.C. 101, 102, 103, and 112. Until an elected 
product claim is found allowable, an otherwise proper restriction requirement 
between product claims and process claims may be maintained. Withdrawn process 
claims that are not commensurate in scope with an allowed product claim will not 
be rejoined. See "Guidance on Treatment of Product and Process Claims in light 
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of In re Ochiai, In re Brouwer and 35 U.S.C. § 103(b)," 1 184 O.G. 86 (March 26, 
1996). Additionally, in order to retain the right to rejoinder in accordance with the 
above policy, Applicant is advised that the process claims should be amended 
during prosecution either to maintain dependency on the product claims or to 
otherwise include the limitations of the product claims. Failure to do so may 
result in a loss of the right to rejoinder. Further, note that the prohibition against 
double patenting rejections of 35 U.S.C. 121 does not apply where the restriction 
requirement is withdrawn by the examiner before the patent issues. See MPEP § 



10. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Susan Ungar, PhD whose telephone number is 
(571) 272-0837. The examiner can normally be reached on Monday through 
Friday from 7:30am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Jeffrey Siew, can be reached at (571) 272-0787. The fax 
phone number for this Art Unit is (571) 273-8300. 



804.01. 



Susan Ungar 
Primary Patent Examiner 
March 14, 2005 




